INSTAND

CERTIFICATE

Survey of 27 June 2025

You have fulfilled the requirements of the External Quality Assessment with the following analysis

Virus Immunology - Epstein Barr Virus (Ab) (352):

Validity 12 months:

Anti-EBNA 11gG

Anti-EBNA IgM

Anti-VCA 1gG

Anti-VCA IgM

Strip immunoblot anti-EBV 1gG
Strip immunoblot anti-EBV IgM
Anti-VCA IgG - avidity

Clinical interpretation

(R) analysis is subject to the RiliBAK
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INSTAND

CERTIFICATE OF PARTICIPATION

Survey of 27 June 2025

You have participated in the External Quality Assessment with the following analysis

Virus Immunology - Epstein Barr Virus (Ab) (352):

Anti-EBNA 11gG

Anti-EBNA IgM

Anti-EA IgG

Anti-EA IgM

Anti-VCA 1gG

Anti-VCA IgA

Anti-VCA IgM

Strip immunoblot anti-EBV IgG
Strip immunoblot anti-EBV IgA
Strip immunoblot anti-EBV IgM
Anti-VCA IgG - avidity

Clinical interpretation

(R) analysis is subject to the RiliBAK

Customer:

10011570

TestLine Clinical Diagnostics s.r.o.
Krizikova 188/68

61200 Brno
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2 INSTAND

Listing and evaluation of the results

10011570: TestLine Clinical Diagnostics s.r.o.

Adviser:

Survey of 27 June 2025

Prof. Dr. Holger F. Rabenau

Institut fiir Medizinische Virologie

Universitatsklinikum Frankfurt
Paul-Ehrlich-Str. 40
60596 Frankfurt

Tel.: +49 211-159213 0

Mail: holger.rabenau@instand-ringversuch.de

=22 Virus Immunology - Epstein Barr Virus (Ab)

Anti-EBNA 11gG +
Name of test Unit Method Manufacturer
EIA EBV EBNA-1IgG Immunolog(ical ’;est (ELISA) TEST-LINE (TT)
190
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 positive (3) positive (3) N
-02 negative (1) negative (1) SV
Name of test Unit Method Manufacturer
CLIA EBV EBNA-11gG U/ml Immunological test (CLIA) TEST-LINE (TT)
(228)
Result (quant) Sample Your value Lower limit Upper limit TV- |Targetvalue | Meets
352A- Type criteria
250610
-01 46.5
-02 418
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 positive (3) positive (3) N
-02 negative (1) negative (1) SV
Anti-EBNA IgM +
Name of test Unit Method Manufacturer
EIA EBV EBNA-1IgM Immunological test (ELISA) TEST-LINE (TT)
(190)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 negative (1) negative (1) N
-02 negative (1) negative (1) SV
Name of test Unit Method Manufacturer
CLIA EBV EBNA-T IgM U/ml Immunological )test (CLIA) TEST-LINE (TT)
228
Result (quant) Sample Your value Lower limit Upper limit TV- |Target value | Meets
352A- Type criteria
250610
-01 7.30
-02 5.65
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 negative (1) negative (1) SV
-02 negative (1) negative (1) NY
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2 INSTAND

Listing and evaluation of the results

10011570: TestLine Clinical Diagnostics s.r.o.

Survey of 27 June 2025
Anti-EA 1gG
Name of test Unit Method Manufacturer
EIA EBV EA-D IgG Immunological test (ELISA) TEST-LINE (TT)
(190)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 negative (1)
-02 negative (1)
Name of test Unit Method Manufacturer
CLIA EBV EA-D IgG U/ml Immunolo%ical test (CLIA) TEST-LINE (TT)
Result (quant) Sample Your value Lower limit Upper limit TV- |Target value | Meets
352A- Typ criteria
250610
-01 27.6
-02 512
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 positive (3)
-02 negative (1)
Anti-EA IgM
Name of test Unit Method Manufacturer
EIA EBV EA-D IgM Immunological test (ELISA) TEST-LINE (TT)
(190)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 negative (1)
-02 negative (1)
Name of test Unit Method Manufacturer
CLIA EBV EA-D IgM U/ml Immunolo%ical test (CLIA) TEST-LINE (TT)
Result (quant) Sample Your value Lower limit Upper limit TV- |Target value | Meets
352A- Typ criteria
250610
-01 4.49
-02 4.47
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 negative (1)
-02 negative (1)
Anti-VCA IgG +
Name of test Unit Method Manufacturer
EIA EBV VCA IgG Immunological test (ELISA) TEST-LINE (TT)
(190)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 positive (3) positive (3) SV
-02 negative (1) negative (1) SV
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Sample not evaluated
Sample not evaluated

Sample not evaluated
Sample not evaluated

Sample not evaluated
Sample not evaluated

Sample not evaluated
Sample not evaluated

Sample not evaluated
Sample not evaluated

Sample not evaluated
Sample not evaluated
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2 INSTAND

Listing and evaluation of the results

10011570: TestLine Clinical Diagnostics s.r.o.

Survey of 27 June 2025
Anti-VCA 1gG +
Name of test Unit Method Manufacturer
CLIA EBV VCA IgG U/ml Immunological test (CLIA) TEST-LINE (TT)
228)
Result (quant) Sample Your value Lower limit Upper limit TV- |Target value | Meets
352A- Type criteria
250610
-01 313
-02 3.00
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 positive (3) positive (3) SV
-02 negative (1) negative (1) SV
Anti-VCA IgA
Name of test Unit Method Manufacturer
EIAEBV VCA IgA Immunological test (ELISA) TEST-LINE (TT)
(190)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 negative (1)
-02 negative (1)
Name of test Unit Method Manufacturer
CLIAEBV VCA IgA U/ml Immunological test (CLIA) TEST-LINE (TT)
228)
Result (quant) Sample Your value Lower limit Upper limit TV- |Target value | Meets
352A- Type criteria
250610
-01 558
-02 2.98
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 negative (1)
-02 negative (1)
Anti-VCA IgM +
Name of test Unit Method Manufacturer
EIA EBV VCA IgM Immunological test (ELISA) TEST-LINE (TT)
(190)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 negative (1) negative (1) SV
-02 negative (1) negative (1) SV
Name of test Unit Method Manufacturer
CLIA EBV VCA IgM U/ml Immunological test (CLIA) TEST-LINE (TT)
228)
Result (quant) Sample Your value Lower limit Upper limit TV- |Target value | Meets
352A- Type criteria
250610
-01 7.44
-02 4.09
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 negative (1) negative (1) SV
-02 negative (1) negative (1) SV
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Sample not evaluated
Sample not evaluated

Sample not evaluated
Sample not evaluated

Sample not evaluated
Sample not evaluated
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2 INSTAND

Listing and evaluation of the results

10011570: TestLine Clinical Diagnostics s.r.o.

Survey of 27 June 2025
Strip immunoblot anti-EBV IgG +
Name of test Unit Method Manufacturer
BLOT-LINE EBV IgG STRIP-IA (381) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Typ criteria
250610
-01 positive (3) positive (3) N
-02 negative (1) negative (1) Y
Strip immunoblot anti-EBV IgA
Name of test Unit Method Manufacturer
BLOT-LINE EBV IgA STRIP-IA (387) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Typ criteria
250610
-01 negative (1) Sample not evaluated
-02 negative (1) Sample not evaluated
Strip immunoblot anti-EBV IgM +
Name of test Unit Method Manufacturer
BLOT-LINE EBV IgM STRIP-IA (381) TEST-LINE (TT)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 negative (1) negative (1) SV
-02 negative (1) negative (1) SV
Anti-VCA IgG - avidity +
Name of test Unit Method Manufacturer
EBV VCA IgG Aviditat Immunological test (ELISA) TEST-LINE (TT)
(190)
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
01 | high (1) high (1) sV
-02 no avidity (4) no avidity (4), not done (98) SV
Avidity in percent Sample Your value
352A-
250610
-01 74.0
-02
Clinical interpretation +
Name of test Unit Method Manufacturer
Result (qual) Sample Your specification(s) Correct specification(s) TV- Meets
352A- Type criteria
250610
-01 evidence for a past infection evidence for a past infection NY +
@ @
-02 no evidence for infection (1) no evidence for infection (1) SV +

Additional information on the evaluation is available for download in the RV-Online system in the column "Report".
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